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Art Unit: 1648 

DETAILED ACTION 

1 . Claims 1-23 are pending in the application. 

2. In the prior action, mailed on July 28, 2008, claims 1-19 were pending in the application; 
with claims 3, 11, 16, 17, and 19 withdrawn from consideration; and claims 1, 2, 4-10, 12-15, 
and 18 under consideration are rejected. 

3. In the Response of October 28, 2008, the Applicant amended claims 1, 8, and 14; and 
added new claims 20-23. 

4. Claims 1, 2, 4-10, 12-15, 18, and 20-23 are under consideration. 



Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. (Prior Rejection- Maintained in part) Claims 1, 2, 4-8, 14, and 18 were rejected under 
35 U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. The rejection is 
withdrawn from claims 1, 2, 4-7, and 18; but is maintained over claims 8 and 14, and extended to 
new claims 22 and 23 

The claims were previously rejection on two grounds. One of these grounds is 
withdrawn, the other is maintained. In addition, a new ground of rejection is made regarding new 
claims 22 and 23. 
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The first ground of rejection was a rejection of claims 1, 2, 4-8, and 18 as indefinite 
because it was not clear if the claim was implicitly requiring that the iscom particle be combined 
with the antigen composition, or of the claim is merely requiring that an iscom be used as an 
adjuvant without specifically requiring the combination of the iscom and the antigen prior to 
administration. In view of the amendment of the claims, this portion of the rejection is 
withdrawn. 

The second ground of rejection applies to claims 8 and 14. These claims are rejected 
because it is not clear what is meant by reference to "subfragment A and subfragment C or 
Quillaja saponin Fraction A." The claims have been amended to refer to Fractions A and C of 
Quillaja saponin Fraction A. The amendment is not found sufficient to overcome the rejection. 
As was indicated in the prior action, the application and art refer to Fractions A and C of the 
"homogenous" fraction Quil A from the tree Quillaja saponaria Molina. However, there is 
nothing in the application or art to indicate what is meant by reference to Fractions A or C of 
Quillaja saponin Fraction A. It is therefore unclear if the term Quillaja saponin Fraction A is 
intended to refer to the Quil A homogenous fraction referred to in the art and the prior action, or 
of the terms Fraction A and Fraction C of Quillaja saponin Fraction A are intended to describe 
some subfraction of the Fraction A of Quil A described in the prior art. 

Moreover, the rejection is extended to new claims 22 and 23 as it is not clear what is 
meant by reference to "different Fractions of Quillaja saponin Fraction A" for the reasons 
indicated above. 
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As in the prior action, for the purposes of this action, the claims will be treated as reading 
on the use of fractions (such as Fractions A and C) from the homogenous mixture of Quil A, 
unless otherwise indicated. 

This portion of the rejection is therefore maintained. 

In addition, new claims 22 and 23 are additional rejected on the basis that it is not clear 
what is meant by the claim language "wherein a plurality of the iscom particles comprise 
different Fractions of Quillaja saponin Fraction A." It is not clear from the claim language if the 
claim is reading on embodiments wherein the plurality of iscoms each have the same saponins 
which is made up of different fractions of Quil A (e.g. a combination of Fractions A and C), or if 
the claims are drawn to embodiments wherein the plurality of iscom particles comprise a 
plurality of iscom particle populations, each comprising a different Fraction of Quil A from the 
other iscom populations. 

Clarification of the claim language is required. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

8. (Prior Rejection- Maintained) Claims 1, 2, 6, 9, 10, and 15 were rejected under 35 
U.S.C. 102(b) as being anticipated by Wechter et al. (U.S. 6,177,081). The rejection is extended 
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to new claim 21, which reads on substantially similar subject matter as previously rejected claim 
6. 

Applicant traverses the rejection on the basis of the assertion that the teachings of 
Wechter "inevitable involves production steps that will kill the micro-organsims." The argument 
is not found persuasive. 

It is noted that the Applicant has provided no evidence in support of these "inevitable" 
production steps. Thus, the argument in traversal is only than, an argument by the Applicant's 
attorney. Such arguments are not sufficient where evidence is required. See e.g., MPEP 2145 I. 

Moreover, the arguments are not consistent with the teachings of the reference, which 
specifically indicates that "Live attenuated viruses can also be incorporated into 
immunostimulating complexes (ISCOM) for use as a vaccine using methods well known in the 
art." The reference specifically indicates that the live viruses can be incorporated into the 
ISCOMs, and nowhere indicates that the end result would be an inactivated (killed) virus. 
Rather, the reference teaches the use of inactivated viruses as an alternative to the use of live 
viruses. See e.g., column 8 lines 50-65. 

For the reasons above, and the reasons of record, the rejection is maintained. 

9. (Prior Rejection- Withdrawn) Claims 1, 2, 6, 7, 8, and 18 were rejected under 35 
U.S.C. 102(b) as being anticipated by Iosef et al. (Vaccine 20:1740-53). In view of the 
amendments to the claims, the rejection is withdrawn. 
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Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. (Prior Rejection- Maintained) Claims 1, 2, 5-10, and 13-15 were rejected under 35 
U.S.C. 103(a) as being unpatentable over Wechter et al. (U.S. 6,177,081) in view of Morein et al. 
(U.S. 5,679,354). 

The rejection is extended to new claims 20 and 21 , which include substantially the same 
limitations as previously rejected claims 5 and 6. The rejection is also extended to new claims 22 
and 23, assuming that the claims read on embodiments wherein a single population (i.e. a 
plurality) of iscoms comprises more than one Fraction of Quil A (thereby inherently reading on 
the use of Quil A as the glycoside). On this basis, the rejection is extended to these claims on the 
same basis that the rejection was applied to claims 7, 8, 13, and 14 in the prior action. 

The Applicant traverses this rejection on the same grounds as asserted with respect to the 
anticipation rejection over Wechter above. The arguments are not found persuasive for the 
reasons indicated above. The rejection is therefore maintained for the reasons of record, and the 
reasons above. 

12. (Prior Rejection- Maintained) Claims 7, 8, 13, and 14 were rejected under 35 
U.S.C. 103(a) as being unpatentable over Wechter in view of Morein as applied above, and 
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further in view of Cox et al. (WO 96/1 171 1). The rejection is extended to new claims 22 and 23, 
regardless of which interpretation of the claims as describe above is applied. 

As was indicated in the prior action, Cox indicates that iscoms may include either of the 
glycosides of Fractions A or C of Quil A. Because the reference indicates that both Fractions are 
equally useful, it would have been obvious to those of ordinary skill in the art to have used 
either, or a combination of the two, for the formation of iscoms. Among the obvious 
embodiments from the reference would be the use of different populations of iscoms, each based 
upon the use of a different Fraction of Quil A, or on the combination of both Fractions in a single 
population of iscoms. 

The Applicant traverses this rejection on the same grounds as asserted with respect to the 
anticipation rejection over Wechter above. The arguments are not found persuasive for the 
reasons indicated above. The rejection is therefore maintained for the reasons of record, and the 
reasons above. 

13. (Prior Rejection- Maintained) Claims 1, 2, 4, 9, 10, 12, 15, and 18 were rejected under 
35 U.S.C. 103(a) as being unpatentable over Van Woensel et al. (U.S. 5,925,359). 

The Applicant traverses the rejection on similar grounds as asserted with respect to the 
Wechter reference above. However, as with Wechter, the reference specifically indicates that 
either live (attenuated) or inactivated virus may be incorporated into the iscoms. Thus, the 
reference indicates that the live viruses may be so incorporated. The reference makes no 
indication that the viruses are of necessity killed by such an incorporation, and the Applicant has 
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provided no evidence in support of this assertion. The rejection is therefore maintained for the 
reasons above, and the reasons of record. 

14. (Prior Rejection- Maintained) Claims 5-8, 13, and 14 were rejected under 35 
U.S.C. 103(a) as being unpatentable over Van Woensel et al. as applied to claims 1, 2, 4, 9, 10, 
12, 15, and 18 above, and further in view of Cox et al. (WO 96/1 171 1). The rejection is further 
extended to new claims 20-23 on the substantially the same grounds that the claims were rejected 
over Wechter in view of Morein and Cox above. 

The Applicant traverses the rejection on the same basis asserted with respect to the 
rejection over Van Woesel above. The arguments are not found persuasive for the reasons above. 
The rejection is therefore maintained for the reasons above, and the reasons of record. 

15. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Conclusion 

16. No claims are allowed. 
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17. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is (571)272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/550,026 Page 10 

Art Unit: 1648 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Zachariah Lucas/ 

Primary Examiner, Art Unit 1648 



